###### Strengths and limitations of this study

-   This will be the largest Canadian cohort of substitute decision-maker perspectives on organ donation to date; all but one Canadian province are represented (the province of Prince Edward Island and the Canadian territories (Nunavut, Northwest Territories and Yukon) were not included as there are no organ donation organisations in those regions).

-   Perspectives of families who consented to or declined organ donation following both cardio-circulatory declaration of death and neurological declaration of death will be explored in this study.

-   Results will help to align competency-based curricula for healthcare professionals with the lived experiences and perspectives of the families of organ donors.

-   The study will identify problems and propose solutions that are context-specific, reflecting the many different situations experienced by patients and families.

-   Because interviews are limited to English and French languages, the perspectives of Canadian indigenous and immigrant populations are likely to be under-represented, as well as those of family members who had declined organ donation.

Introduction {#s1}
============

Patient-centred and family-centred care (PFCC) is an approach to healthcare that is respectful of and responsive to individual patients and families' needs and values.[@R1] This approach has been recognised by many jurisdictions as a priority in healthcare service delivery.[@R2]

Conceptually, PFCC is a model in which healthcare providers are encouraged to partner with patients or their family (if patients are incapable of participating) to co-design and deliver high-quality, personalised care that provides patients and families with the high-quality care they deserve.[@R1] 'Family-centred care' is a respectful and responsive approach to healthcare that meets the needs and values of individual families and is mainly characterised by: family presence in the intensive care unit (ICU), family support and communication with family members.[@R1]

The most recent PFCC guidelines are the result of a new and more rigorous analysis of evidence concerning the role of families in ICU care.[@R1] These guidelines represent the current state of international science in family-centred care and family support for family members of critically ill patients. However, to date, there is limited empirical evidence to guide clinicians on how best to practice in this manner.[@R1] For frontline healthcare providers, who interact directly with patients and families, the implementation of PFCC goes beyond general principles to include pragmatic and actionable items that can be introduced into every-day practice to support increasingly patient-centred/family-centred behaviour.[@R4]

Many different situations may be experienced by patients and families related to organ donation during this high-stress time; hence, we anticipate that the stated problems and solutions will be context-specific. For example, the needs of a family whose loved one has just been admitted to the emergency department will differ from their needs when their loved one, having just been declared deceased by circulatory criteria, is being transported to the operating room for organ recovery. Therefore, a major objective of this work is to list and describe the situations, identified by family members, that demand different action plans and/or communication strategies. Expert clinicians rely heavily on pattern recognition in patient care. They learn to recognise situations, often through trial and error, that demand a change in their standard approach.[@R6] Unfortunately, given the scarcity of organ donation, even experts may not be aware of all the emotionally charged situations that may traumatise families. Positive and negative psychological effects of donation are reported by families and it is critical to understand better how to navigate the diversity of family experience in multicultural societies to capture the psychological benefits for families and avoid the factors that may result in harm.[@R8] We believe that this study will comprehensively identify situations in which families are most vulnerable, enabling healthcare providers to introduce specific interventions to alleviate their suffering. Furthermore, this study will help identify the particular needs of provinces and regions (with different policies and resources) and populations (eg, families who have agreed to donation, agreed to donation but donation was not possible, or refused donation).

To improve PFCC in organ donation, Canadian Blood Services (CBS) funded a nation-wide qualitative study to comprehensively explore the donation process for both paediatric and adult patients from the perspectives of family members. Interviews are being conducted with family members directly involved in the decision-making surrounding donation, to identify the problems they encountered and the solutions they propose. We then plan to use this qualitative data to develop educational interventions targeting healthcare providers who care for potential donors and their families.

This work will be the largest, Canadian qualitative study to date and will provide the necessary information required to develop a genuine national patient-centred and family-centred approach to donation. We will describe the current donation experiences of Canadian families, including challenges and successes, and determine opportunities for improvement at the policy and practice levels.

Aims {#s1-1}
----

Describe the families' complete journey through the processes of organ donation to better understand their experience and inform the development and implementation of best clinical practices patient and family centred.

Methods and analysis {#s2}
====================

Study design {#s2-1}
------------

This is a retrospective, qualitative study using telephone interviews with family members who were approached for organ donation in the ICU in the last 3 years. Family members include anyone primarily responsible to decide on behalf of patients, regardless of whether they are biologically related. This study is being conducted following the consolidated criteria for reporting qualitative research (COREQ).

Setting and context {#s2-2}
-------------------

Participants will be enrolled from all Canadian provinces with organ donation organisations (ODOs), which therefore excludes Prince Edward Island and the territories.

Eligibility criteria {#s2-3}
--------------------

We will include all consenting family members, 18 years old or older, who had been asked to consider paediatric or adult organ donation at a Canadian ICU, between 2 months and 3 years after the death of their loved one, whether or not they ultimately consented to, or declined organ donation. This includes both donations following a neurological determination of death (NDD) or donation after circulatory death (DCD). Family members who cannot understand or interpret interview questions either because of language (non-English or non-French speaking) or cognitive barriers will be excluded.

Organ donation database {#s2-4}
-----------------------

Each ODO will compile a database of eligible family members, including name, phone number, address, age, sex, approach for NDD or DCD, donation decision and their relationship with the patient. The ODO will initially reach out to the family members to see if they are interested in participating and if they are agreeable to be contacted by the research team. For family members who agree to be contacted by the research team, the following patient information including the initial diagnosis, date of death, age and sex will be collected. For family members who decline to be contacted, the same data will be collected, in aggregate form, to determine whether consenting family members are representative of the whole group. The ODOs will compile and keep the complete database of contacted family members. The research team will only gain access to the complete database once recruitment is completed, at which time, a de-identified database will be released without names, addresses and phone numbers. Each family member who agrees to be contacted will be assigned a unique study number.

Recruitment {#s2-5}
-----------

Family members will be recruited using a streamlined process ([figure 1](#F1){ref-type="fig"}). Potential participants will be identified retrospectively through provincial ODO databases. When possible, information letters will be mailed to family members to inform them of the study. Approximately 2 weeks later, provincial ODO coordinators will attempt to contact them by phone (minimum of two attempts) to explain how their contact information was obtained and why. Only family members who agree to be contacted by the research team will be contacted for interviews. The research team will then call family members to discuss the study and to organise a telephone interview if consent is obtained.

![Study flow. The process of family member enrolment following organ donor patient identification from the organ donation organisation database. Note that this process will be adapted in some provinces due to internal policies.](bmjopen-2020-037527f01){#F1}

Sample size {#s2-6}
-----------

We estimate that a sample of approximately 250 family members will provide sufficient data to identify all the situations in which patients and families are most vulnerable, including variations based on patient and family characteristics as well as different time points in their journey. Characteristics include: consented and donated (NDD and DCD), consented and not able to donate (NDD and DCD), consented and changed mind (NDD and DCD), declined (NDD and DCD), medical assistance in dying (MAID), adult and paediatric (NDD and DCD). This sample size will also allow an exploration for regional differences across the provinces. Ultimately, the sample size will be determined through iterative data collection and analyses, with recruitment ending when no new themes emerge.[@R12]

Interview guide development {#s2-7}
---------------------------

We will employ a semi-structured interview guide, designed to follow a broad, predetermined line of inquiry that is flexible and can evolve as data collection unfolds, permitting exploration of emerging themes. The interview guide was created by an interdisciplinary team of investigators with expertise in critical care, palliative care, organ donation, medical education and sociological and qualitative research methods. The guide builds on prior work done for a provincial study on organ donation in Ontario, Canada.[@R13] The guide was further presented to a committee of family members, members of the Canadian Critical Care Trials Group and organ donation leaders representing every ODO in Canada and further revised based on this feedback.

The content of the interview guide includes a series of open-ended questions; participants will be guided to discuss their experience starting when they first learnt that their loved one was critically ill, through their in-hospital experience and finally, their posthospital bereavement. Interviews will explore the communication about the critical illness and donation, as well as the care and support provided during that time. Family members will be specifically asked their perspectives on the provision of PFCC and the ways in which care could have been enhanced and improved. This flexible and evolving approach will help capture the full richness of the participant experience while allowing for the exploration of emerging themes. The interview guide was translated into French and content reviewed by French-speaking members of the research team and Transplant Québec. The interview guide was pilot tested with research team members and with participants of the family member committee.

Data collection {#s2-8}
---------------

Family members, who agree to be contacted, will be scheduled for one-on-one telephone interviews, lasting approximately 45--60 min. Interviews will be conducted by several highly trained and qualified researchers (AS, SSu, BVW, AL). Two of the researchers are fluently bilingual and able to conduct interviews in both English and French (AL, BVW). AS is an Intensivist at the Ottawa Hospital with a subspecialty in Palliative Care Medicine. AS has over 10 years of experience in conducting qualitative research and recently led a provincial needs assessment which included interviewing family members. SSu, PhD, has over 20 years of experience in conducting and analysing qualitative research and has taught graduate and continuing medical education classes on conducting rigorous high-quality qualitative research. BVW, PhD, has over 15 years of experience as a qualitative researcher and maintains Canadian Nurses Association Certification in adult critical care. AL is a project manager and qualitative researcher with extensive experience in working on large-scale mixed-method and qualitative studies. Data collection started in August 2018 and is ongoing.

Analyses of the results {#s2-9}
-----------------------

Interviews will be audio recorded and transcribed verbatim. All data will be verified for accuracy and entered into ATLAS.ti software (Scientific Software Development GmbH, Berlin, Germany), a qualitative research software programme to facilitate data management and analysis. The analysis team will consist of five researchers who will collaboratively participate in coding meetings so as to develop the coding tree and codebook (AS, SSu, AL, BVW and SV). Inductive coding techniques will be applied, with codes generated directly from the data sets.[@R14] Ongoing group discussions will be used to record new and emergent codes. All members of the qualitative data analysis team will participate in the development of the codebook. The same initial interview transcripts will be independently coded by all five team members and then discussed in coding meeting to identify emergent codes and reach consensus on the coding tree and codebook. As multiple coders are required to independently code the transcripts, once the codebook is established, intercoder reliability will be assessed.[@R15] ATLAS.ti Software will be used to assess intercoder reliability. The team will continue to code as a group until a Krippendorff alpha of at least 0.85 is achieved, at which point independent coding will commence.[@R16] Data collection and analysis will be conducted iteratively until thematic saturation is achieved.

Patient and public involvement {#s2-10}
------------------------------

The research question and design were informed by important feedback received from patient families during our previous provincial study.[@R13] Input from our family member committee, established specifically for this study, was invaluable to the creation of our interview tools. They will continue to be actively involved in reviewing and advising in our study findings.

Ethics and dissemination {#s3}
========================

Ethical approval {#s3-1}
----------------

This national study has been approved by local institutional research ethics boards (REBs) across Canada. The REBs involved are the Ottawa Health Science Network REB, Ontario, the Conjoint Health Research Ethics Board (CHREB), the University of Calgary, Alberta, the University of British Columbia Office of Research Services Behavioural REB, British Columbia, the University of Manitoba HREB, Manitoba, the Horizon Health Network REB, New Brunswick, Canada, Newfoundland and Labrador HREB, Newfoundland, the Nova Scotia Health Authority (NSHA) REB, Nova Scotia, the Bureau d'éthique de la recherche du CHU de Québec-Université Laval, Quebec, and the University of Saskatchewan Behavioural REB (Bet-REB), Saskatchewan.

There is no relationship between family members and the person obtaining consent. The research study does not include individuals incapable of giving informed consent or under the age of 18 years. The research project does not involve situations where consent cannot be obtained.

Consent {#s3-2}
-------

The information letter sent to the family members will include a copy of the consent form. The research team will provide family members who accept to be contacted with information on the study aims, objectives, methods, funding and investigators' contact information and affiliations. Verbal consent will be obtained from family members over the phone. They will be informed that they have the right to decline or withdraw at any time without reprisal. They will also be informed that there will be no further contact with research members should they decide that they no longer wish to participate at any time after consenting.

Information security {#s3-3}
--------------------

After each interview, audio recordings will be immediately and securely transferred from the audio recording device to an encrypted central hospital drive at The Ottawa Hospital and deleted from the audio recorder. Shared files remain in Canada and are fully encrypted during transmission. Audio recordings of individual interviews will be de-identified at the time of transcription. All digital recordings of interviews will be kept for the duration of this project on a secure server at the hospital and will then be destroyed. Digital audio files are required as interviews are transcribed for analysis. They are kept to verify the accuracy of the transcription. All study records will be stored for 10 years and then deleted and/or shredded.

Outcome and dissemination {#s3-4}
-------------------------

This study has been designed to inform the development of an organ donation competency-based curriculum. The curriculum will be family centred, incorporating their recommendations, and aligned with the standards and expectations of the Royal College of Physicians and Surgeons of Canada, such that the programme can be disseminated and adopted by the Adult and Pediatric Critical Care Medicine Subspecialty programmes nationwide. In addition, multiple strategies will be used to ensure that findings can be shared effectively with academic, public and policy audiences. Findings from this study will be submitted for peer review in an appropriate journal and presented at academic conferences. Publication of results is anticipated in 2021. A website will be developed by CBS to share the results of this study, both with the public and healthcare professionals.

Strengths and limitations of the study {#s4}
======================================

Strengths {#s4-1}
---------

In this study, a broad range of perspectives of families will be explored, including those who consented to or declined organ donation following both cardio-circulatory declaration of death and neurological declaration of death. This will be the largest Canadian cohort of family members perspectives and experiences who have had to make an organ donation decision to date. The results of this study will identify problems and solutions proposed by families that are context-specific, reflecting many of the different situations experienced by patients and families. Hence, findings will help those hoping to translate PFCC into practice.

Limitations {#s4-2}
-----------

There are several limitations to this study. Due to the inherent characteristics of the study subjects, the proportion of families who agree to be interviewed may be low, potentially introducing a selection bias. Additionally, because interviews could only be conducted in English and French, groups who do not speak the two official languages may be under-represented, including some indigenous Canadians and immigrant families. We may also miss perspectives from some remote communities because the Canadian Territories could not be included in this study. Finally, as the timing of interviews can range from 2 months to 3 years after the donation decision, there is a potential for recollection bias from interviewees, whose perspectives may change over time. However, this timeframe was chosen to answer an empirical question that persists in the donation and transplantation literature. Namely, what is the optimal time to contact a grieving family member for an interview? After conducting a literature review on the topic (manuscript in progress), we found that currently there is significant variation in the time a family member is approached for an interview, for example, studies who approached families within the 0--3 months timeframe,[@R17] studies that approached families within a 1-year timeframe,[@R21] and at the other end of the spectrum studies that included families in the 1--3 years timeframe.[@R24] Families are also asked near the end of the interview what they feel is the most appropriate timeframe to conduct an interview.
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